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DETAILED ACTION 
Acknowledgment of Papers Received: Request for Continued Examination along with 
Response filed 12/1 1/03. 

Claim Rejections - 35 USC §103 

1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

2. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

3. Claims 1, 3-22, and 24-29 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Barbachyn et al (USPN 5,688,792), Borgulya et al (USPN 5,574,055), Kaplan et al (USPN 
4,727,070), and Miyauchi (USPN 4,900,730). 

Claims 1, and 3-20 are drawn to a composition comprising a, oxazolidinone in the form 
of a suppository, where the carrier is lipophilic. The claims recite the oxazolidinone' s preferred 
structure. Subsequent claims limit the concentrations and species of the lipophilic carrier and the 
oxazolidinone. Claims 21, 22 and 24-29 are drawn to method of treating a gram-positive 
bacterial infection with the composition of claims 1 and 3-22. Subsequent claims limit the 
dosage regimen of the treatment. 

Barbachyn et al discloses oxazolidinone antimicrobial compounds. The compounds have 
an identical structure to the compounds of the present invention (Abstract). The compounds of 
the reference can be formulated into capsules, dispersed granules and similar pharmaceutical 
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dosage forms (col. 6, lin. 45 - 65). Some of the carriers include lipophilic substances such as 
waxes, cocoa butter. What is lacking in the reference is an explicit disclosure of a rectal 
suppository, yet capsules are disclosed. These capsules could be manipulated within the level of 
skill in the art to be used rectally. It would be within the level of skill in the art to modify a 
capsule for rectal suppository administration. 

Borgulya et al discloses a suppository formulation comprising an oxazolidinone 
antimicrobial agent (Example A). Though the active agent is a differing oxazolinidone agent, a 
skilled artisan would be able to substitute the compound of Barbachyn into that of Borgulya and 
expect the suppository to deliver the same antimicrobial effects as intended by Borgulya since 
the active agents are in the same class of compounds. The reference discloses that the active 
agents are 

Kaplan et al discloses a suppository formulation comprising oxazolinidone compounds, 
where the lipophilic carrier is a hard fat (Example 7). Again the active agent differs from that of 
the claimed invention, but a skilled artisan would be able to substitute the oxazolidinone of 
Barbachyn into the formulation with an expectation of success since the compounds are in the 
same class and are used to a similar end. 

With regard the to the particle size of the compound, the combination of micronized 
antibacterial agents, lipophilic carriers in a rectal suppository is well known in the art. Miyauchi 
discloses a rectal suppository where the active antibacterial agents (which are effective against 
gram-positive bacterial infections) are micronized from 1-50 microns, and dissolved in the hard 
fat Witepsol H-15 (col. 5 - 24 - 64; Examples). Though the particles of the reference fall within 
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a wide range, the micronizing of particles is well within the level of one of ordinary skill in the 
art. 

The claims also recite that a further antibacterial agent is additionally included in the 
dosage form that also is effective against gram-positive bacterial infections. Though not 
explicitly taught by the cited references, it is obvious to combine like compounds. It is prima 
facie obvious to combine two compositions each of which is taught by the prior art to be useful 
for the same purpose, in order to form a third composition to be used for the very same purpose. 
The idea of combining them flows logically from their having been individually taught in the 
prior art. See In re Kerkhoven, 626 F.2d 846, 850, 205 USPQ 1069, 1072 (CCPA 1980). It 
would have been obvious to combine any of the composition well known in the art to be 
affective against gram-positive bacterial infections (those taught by Miyauchi for instance), with 
any of the oxazolidinone compounds of the other cited reference. 

With this in mind a skilled artisan would have been motivated to combine the teachings 
and suggestions of the art. A skilled artisan would be motivated to include the compounds of 
Barbachyn into any of the compositions of Borgulya. A skilled artisan would have included the 
hard fat of Kaplan. The skilled artisan would have followed the knowledge of micronizing 
antibacterial agents and combining them with hard fats into rectal suppositories shown in 
Miyauchi. It also would have been obvious to the artisan to include other antibacterial agents in 
order to increase the bacterial infection fighting power of the compound. This combination of 
teachings, compositions and suggestions would result in a rectal suppository comprising a hard 
fat (Witepsol W or H series), an oxazolidinone (Barbachyn) compound, and a further 
antibacterial agent, all of which would be effective in treating or preventing bacterial infections 
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resulting from gram-positive bacteria. A skilled artisan would be motivated to combine these 
teachings in order to provide a stable composition with effective pharmacokinetics to treat 
infection. A skilled artisan also would have been motivated by the antibacterial properties of the 
oxazolidinone compound to use this compound in a method to treat infections rectally including 
the compound of Barbachyn. It would have been obvious to combine the teachings, and 
suggestions as described here, at the time of the invention, with an expected result of a rectal 
suppository effective in treating bacterial infection. 

Response to Arguments 

1 . Applicant's arguments filed 12/1 1/03 have been fully considered but they are not 
persuasive. Applicant argues against each reference individually and does not take the 
combination as a whole into consideration. . 

2. In response to applicant's arguments against the references individually, one cannot show 
nonobviousness by attacking references individually where the rejections are based on 
combinations of references. See In re Keller, 642 F.2d 413, 208 USPQ 871 (CCPA 1981); In re 
Merck & Co., 800 F.2d 1091, 231 USPQ 375 (Fed. Cir. 1986). 

Applicant points to shortcomings in Barbachyn, yet the reference is only relied upon for 
its disclosure of the structure of the oxazolidone compound and the dosage form of dispersed 
granules in a capsule. The reference suggests lipophilic carriers, and it would be within the level 
of skill in the art to modify this general description for oral or rectal administration. Borgulya is 
relied upon to show the level of skill in the art, that suppository formulations of oxazolidone 
compounds were well known in suppositories form. Kaplan is relied upon for its disclosure of 
oxazolidinone suppositories comprising hard fat carriers. Finally Miyauchi is merely relied upon 
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for it s disclosure of micronized antibacterial formulations. These reference are relied upon for 
specific teachings and do anticipate the instant invention individually, but taken as a whole 
render the instant claims obvious. It is the position of the examiner that a skilled artisan would 
be motivated to include the compounds of Barbachyn into any of the compositions of Borgulya. 
A skilled artisan would have included the hard fat of Kaplan. The skilled artisan would have 
followed the knowledge of micronizing antibacterial agents and combining them with hard fats 
into rectal suppositories shown in Miyauchi. It also would have been obvious to the artisan to 
include other antibacterial agents in order to increase the bacterial infection fighting power of the 
compound. This combination of teachings, compositions and suggestions would result in a rectal 
suppository comprising a hard fat (Witepsol W or H series), an oxazolidinone (Barbachyn) 
compound, and a further antibacterial agent, all of which would be effective in treating or 
preventing bacterial infections resulting from gram-positive bacteria. A skilled artisan would be 
motivated to combine these teachings in order to provide a stable composition with effective 
pharmacokinetics to treat infection. A skilled artisan also would have been motivated by the 
antibacterial properties of the oxazolidinone compound to use this compound in a method to treat 
infections rectally including the compound of Barbachyn. It would have been obvious to 
combine the teachings, and suggestions as described here, at the time of the invention, with an 
expected result of a rectal suppository effective in treating bacterial infection. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Micah-Paul Young whose telephone number is 571-272-0608. 
The examiner can normally be reached on M-F 7:00-4:30 every other Monday off. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K Page can be reached on 571-272-0602. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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Examiner 
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